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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class IlI)

No. G7 012974 0612 Rev. 00

b

Product Service

Manufacturer: B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
GERMANY

Product: Catheters for Single Use
Epidural Catheters and Catheter Sets,
Epidural Needles

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex Il (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: 713161422
Valid from: 2020-05-25
Valid until: 2024-05-26

Date, 2020-05-25 c
'@’L\/

Christoph Dicks
Head of Certification/Notified Body
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@87 EC Certificate
a =) EC Design-Examination Certificate
> ‘ Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
‘F_’ (Devices in Class Ill)
P O No. G7 012974 0612 Rev. 00
(7p]
o S
= = Model(s): PERIFIX® ESPOCAN®
- PERICAN®/EPICAN®Paed
o
[ Parameter:
LL)
(&
PR Group |Article number designation Dimensions (where applicable)
- 4514203 Perifix 420 Set
<L 4514211 Perifix 421 Set
S 4514300 Perifix 430 Set
= 4514319 Perifix 431 Set
! 'e' 4516206 Perifix 620 Set
L E 4510291 Perifix Soft Tip 900 Set
SH-® 4510305 Perifix Soft Tip 901 Set
2 t-': 4514009 Perifix 400 Set
ﬁ 4514017 Perifix 401 Set
N ¢ 4514025 Perifix 402 Set
b4 ﬂHﬂ] 4514513 Perifix 451 Set
< 20 4510097 Perifix Soft Tip 701 Set
ﬂ é'(:ﬁ 4510216 Perifix Soft Tip 700 Set
=] =5 . |a517309 Perifix Soft Tip 730 Set
a A Perifix — -
> 4517504 Perifix Soft Tip 750 Set
S 4 4511000 Perifix 100 Set
g Ll 4513002 Perifix 300 Set
2 :: 4513010 Perifix 301 Set
> X 4513029 Perifix 302 Set
=
g E 4513100 Perifix 310 Set
= +7 4513150 Perifix Catheter 0.85 x 0.45 x 1000 mm, three lateral
n o openings
>
E :l-’.l 4513958 N r— 1.05 x 0.60 x 1000 mm, three lateral
openings
F&a
“ ’ 4513177 Perifix Catheter 0.85 x 0.45 x 1000 mm, central opening
Ed -
-
N < 4515048 Perifix Soft Tip Catheter |- X 043 X 1000 mm, three lateral
a N~ openings
e
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Perifix NRFit

4514211N-01 Perifix 421 NRFit Set

4510305N-01 Perifix Soft Tip 901 NRFit Set

4514009N-01 Perifix 400 NRFit Set

4514017N-01 Perifix 401 NRFit Set

4514025N-01 Perifix 402 NRFit Set

4510097N-01 Perifix Soft Tip 701 NRFit Set

4517309N-01 Perifix Soft Tip 730 NRFit Set

4513002N-01 Perifix 300 NRFit Set

4513258N-01 Perifix Catheter NRFit iﬁesn)i(n(;seo LA e, E e
4513150N-01 |  Perifix Catheter NRFit | -o> 043X 1000 mm, three lateral

openings
4513177N-01 Perifix Catheter NRFit 0.85 x 0.45 x 1000 mm, central opening

4515048N-01

Perifix Soft Tip Catheter NRFit

0.85 x 0.45 x 1000 mm, three lateral

openings
4514203C Perifix ONE 420 Set
4514211C Perifix ONE 421 Set
4514319C Perifix ONE 431 Set
4514009C Perifix ONE 400 Set
4514017C Perifix ONE 401 Set
4514025C Perifix ONE 402 Set
Perifix ONE |4514183C Perifix ONE 418 Set
4514513C Perifix ONE 451 Set
4512006C Perifix ONE Paed Set 18 Set
4512014C Perifix ONE Paed Set 20 Set
4513150C Perifix ONE Catheter  |2-8> X 0-45x 1000 mm, 6 lateral
openings
4513258C Perifix ONE Catheter 105 x 0:60% 1000imm, 6 lateral
openings
45142111N-01 |  Perifix ONE 421 NRFit Set
45140171IN-01 |  Perifix ONE 401 NRFit Set
45140251N-01 |  Perifix ONE 402 NRFit Set
berifix ONE |45 120061N-01 [Perifix ONE Paed Set 18 NRFit Set
NRFit |45120141N-01 |Perifix ONE Paed Set 20 NRFit Set
45132581N-01 | Perifix ONE Catheter NRFit | -0 X 0-60x 1000 mm, 6 lateral
openings
45131501N-01 | Perifix ONE Catheter NRFit |0-0> X 045 1000 mm, 6 lateral

openings
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Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)

(Devices in C

lass III)
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E E 4512383 Perican 1.3 x 80 mm, G18 x 3%", pink
@ L_L_ 4512200 Perican 1.3 x150 mm, G18 x 6", pink
7 E 4512588 Perican 1.5 x80 mm, G17 x 3%", red
; wd 4512782 Perican 1.7 x 80 mm, G16 x 3%", white
i O 4512453 Perican 1.3 x 120 mm, G18 x 43", pink
2 4502078 Perican Paed 0.73 x 50 mm, G22 x 2", black

| &

‘> — 4502094 Perican Paed 0.9 x 50 mm, G20 x 2", yellow
E < Perican / 4502302 Perican Paed 1.3 x50 mm, G18 x 2", pink
o " Perican [4512383N-01 Perican NRFit 1.3 x 80 mm, G18 x 3%", pink
@ s Paed  |4512200N-01 Perican NRFit 1.3 x 150 mm, G18 x 6", pink
S © 4512782N-01 Perican NRFit 1.7 x 80 mm, G16 x 3%", white
b= E 4512453N-01 Perican NRFit 1.3 x 120 mm, G18 x 4%”, pink
g o 4512785N-01 Perican NRFit 1.7 x 120 mm, G16 x 4%”, white
& :'; 4512784N-01 Perican NRFit 1.7 x 150 mm, G16 x 6”, white
I_D_ 4502078N-01 Perican Paed NRFit 0.73 x 50 mm, G22 x 2", black
A ’ 4502094N-01 Perican Paed NRFit 0.9 x 50 mm, G20 x 2", yellow
’CZD’ H}Hm 4502302N-01 Perican Paed NRFit 1.3 x50 mm, G18 x 2", pink
@ > 4502400 Epican Paed 0.53 x 30 mm, G25 x 1%", orange
= %'(hj 4502418 Epican Paed 0.73 x35 mm, G22 x 1%", black
o] g}: 4502426 Epican Paed 0.90 x 50 mm, G20 x 2", yellow
=] g Epican Paed ) - ,
wn 4502400N-01 Epican Paed NRFit 0.53 x 30 mm, G25 x 1%", orange
ii . 2 4502418N-01 Epican Paed NRFit 0.73 x 35 mm, G22 x 1%", black
N 4502426N-01 Epican Paed NRFit 0.90 x 50 mm, G20 x 2", yellow
S = 4556674 Espocan Set
2 S 4556666 Espocan Set
E — 4556747 Espocan with Docking System Set
i Lk

— 4556763 Espocan with Docking System Set
(o]
= 'E Espocan [2556674N-01 Espocan NRFit Set
P L 4556666N-01 Espocan NRFit Set
H o
ftﬁ 4556747N-01 Espocan NISRFlt with Docking Set
:c?) ¢ ystem
N 4556763N-01 Espocan NRFit with Docking Sat
= System
N <C
B! =z
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